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Date: October 15, 1999
To: Dockets Management Branch (HFA-305)
From: Melissa Lamb

Office of Generic Drugs
Subject: Electronic Abbreviated New Drug Applications
This memorandum forwards overheads of a presentation to the Dockets
Management Branch for inclusion in Docket 90S-0308. The following
is information on the presentation for the Docket records:

Title of Presentation: Guidance & Future Direction

Presented for: UMBC Advanced Electronic Submission
Training for Industry

Date Presented: 10/15/1999
Presented by: Richard Sponaugle

Number of Pages:
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Electronic Abbreviated New Drug Applications
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Richard Sponaugle

Senior Systems Engineer,
OGD Electronic
Submission Project,
CDER - FDA




Electronic Abbreviated New Drug Applications

Guidance for Industry
Preparing Data for Electronic Level Two Guidance:
Submission in ANDAs *Addresses both
CMC and
bioequivalence
eCovers the program
as it now exists |
*Will be updated as we
move to paperless
submissions

U.S. Department of Health and Human Services
Food and Drug Administration .

Center for Drug Evaluation and Research (CDER) AV allable at:
OGD

July 1999 http://www.fda.gov/cder/guidance/index.htm




This guidance should be used in conjunction with the entry and
validation application (EVA) user's manual, available on OGD'
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*Basic Rules of Participation
*How to Prepare the Media for Submission
*Where to Send the Submission

H et Additional Help
°
What’s Not?
& M n-; Faa Y 2 OV T Y411 /M ;f\ﬂn ‘pl\-iﬂ TTn-ﬁmr\- E‘T/\
eDetailed Instructions for Usi 12 VA



The Future of Electronic Submissions in OGD

Whet We hieve New, Only Betiers:
\

*Continued refinement of the
structured data elements.

*The addition of a PDF component

*Paperless Archive

*Updates to Existing Guidances

*Web site will be migrated to CDER

*Training will continue to be available
at the University of Maryland







The Future of Electronic Submissions in OGD

The addition of a PDF component -Paperless Archive

An acronym for Portable
Document Format, PDF is a file
type created by Adobe Systems,
Inc. that allows fully formatted,
high-resolution, PostScript
documents to be easily transmitted

across the Internet and viewed on any computer that has
Adobe Acrobat Reader software (a proprietary viewer 1s
available for free at the Adobe site).



The Future of Electronic Submissions in OGD

Why Paperless Archive?

Being able to submit and receive information in electronic format
in an ANDA 1s expected to yield many benefits to industry and
FDA, including a more consistent submission, a more consistent
and rapid review, and a reduction in archiving and storage
space.



Web site will be migrated

F~E EVA Home Page with frames - Microsoft internet € xpioser
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The Future of Electronic Submissions in OGD
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Welcome to the University of Maryland
prmomesm [

b G 4

EVA Distribution Home Page
‘whick

Mng’smr with us before preparing
an electronic submission.

There is me charge for this service. The information is only wsed i
maintain the drug company daiabase,
{litaies the A .

o8 1)

A praject of the University of Maryland
under contract from the FDA

X EVA Welcome Page - Microsoft Internet Explorer

EVA Version4.14
i released - August 1999,
Go to download area
for details,

Addtional Traming
Sessions Scheduled for
October, 1999, Click

Here for details.

4 Alf pages
1 created and
maintained by

mundos.ifsm.umbc.edu

www.fda.gov/cder

= was that it would not. After careful consideration, we have made the decision to shorten the &
Richasd Sponaugle

Important Announcement

The purpose of this letter is to provide you with mformation concerning the program of electr:
Abbrewiated New Drug Applications (ANDAS). As you know the Office of Genenc Drugs (;
period for receipt of the electronic submission after the official paper copy has been received
were not penalized for the extra tme 1t takes to prepare and submit an electronic ANDA.

OGD has been diligent in its many efforts to streamline the review process. These efforts alor
project have signtficantly reduced the time an rests in the ass, queue before:
disinct possibility t i of the ANDA will be made before the 45 day.

Ite

thar o
working group members and industry participants to determins if reducing the grace period %

receipt of the electronic submission after the hard copy. This change will be effective on April]

of their electronic sul

e

] We offer the following recommendations to help firms shorten the delay

® & 9 & © ¢

OFFICE OF GENERIC DRUGS (DGD)

Register Your Company

FSN/ EVA Traininn

| D4 Paga | Stie info | Comme

WELCOME 1o the Office of Generic Drugs (OGD) Electronir: Suhmissinn H

aboutthe ANDA Electronic Reguiatory Submission and Review (ER]
changes. and announcements.

EVA Version 4.14 released - August 189

Announcements

What's Happening with EVA
Downioad Software

Electronic Submission Documentation
Request Technical Support

& has information for industry
ck this area for updates,

download area f
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ESD/EVA Training
M Presented By
The Lahoratory for Healthcare Informatics
The University of Maryland,

Paltmara Craninto
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and
The Office of Generic Drugs
Food & Drug Administration

Instruc tors
Michele Rifondo, Ph.D.
Industry Consultant
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Formerly Lead Developer OGD-UM
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ER Richard Sponaugie, MS
! Senior Systems Engineer,

Elec. Submissions OGD - FD&

Gerald “Kip” Canfield, Ph.D.
Director, Laboratory for Healthcare Informatics
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Featuring Additional Speakers from OGD




